United States Patent and Trademark Office 



UNITED STATES DEPARTMENT OF COMMERCE 
United States Patent and Trademark Office 

Address: COMMISSIONER FOR PATENTS 
P.O. Box 1450 

Alexandria, Virginia 22313-1450 
www.uspto.gov 



APPLICATION NO. 



FILING DATE 



FIRST NAMED INVENTOR 



ATTORNEY DOCKET NO. 



CONFIRMATION NO. 



10/800,992 



03/15/2004 



7590 05/25/2006 

Frank J. Uxa 

Stout, Uxa, Buyan & Mullins, LLP 

Suite 300 

4 Venture 

Irvine, CA 92618 



Gary J. Beck 



D-2804CON2 



2049 



EXAMINER 



JAGOE, DONNA A 



ART UNIT 



PAPER NUMBER 



1614 

DATE MAILED: 05/25/2006 



Please find below and/or attached an Office communication concerning this application or proceeding. 



PTO-90C (Rev. 10/03) 



f - 



Advisory Action 
Before the Filing of an Appeal Brief 


Application No. 

10/800,992 


Applicant(s) 

BECK ET AL. 


FvaminAr 

LAdl 1 II I it* 1 

Donna Jagoe 


Art Unit 

1614 





--The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 



THE REPLY FILED 01 March 2006 FAILS TO PLACE THIS APPLICATION IN CONDITION FOR ALLOWANCE. 

1 . ^ The reply was filed after a final rejection, but prior to or on the same day as filing a Notice of Appeal. To avoid abandonment of 

this application, applicant must timely file one of the following replies: (1 ) an amendment, affidavit, or other evidence, which 
places the application in condition for allowance; (2) a Notice of Appeal (with appeal fee) in compliance with 37 CFR 41 .31 ; or (3) 
a Request for Continued Examination (RCE) in compliance with 37 CFR 1.114. The reply must be filed within one of the following 
time periods: 

a) CD The period for reply expires months from the mailing date of the final rejection. 

b) S The period for reply expires on: (1 ) the mailing date of this Advisory Action, or (2) the date set forth in the final rejection, whichever is later. In 

no event, however, will the statutory period for reply expire later than SIX MONTHS from the mailing date of the final rejection. 

Examiner Note: If box 1 is checked, check either box (a) or (b). ONLY CHECK BOX (b) WHEN THE FIRST REPLY WAS FILED WITHIN 

TWO MONTHS OF THE FINAL REJECTION. See MPEP 706.07(0- 
Extensions of time may be obtained under 37 CFR 1.136(a). The date on which the petition under 37 CFR 1.136(a) and the appropriate extension fee 
have been filed is the date for purposes of determining the period of extension and the corresponding amount of the fee. The appropriate extension fee 
under 37 CFR 1.17(a) is calculated from: (1) the expiration date of the shortened statutory period for reply originally set in the final Office action; or (2) as 
set forth in (b) above, if checked. Any reply received by the Office later than three months after the mailing date of the final rejection, even if timely filed, 
may reduce any earned patent term adjustment. See 37 CFR 1 .704(b). 
NOTICE OF APPEAL 

2. □ The Notice of Appeal was filed on . A brief in compliance with 37 CFR 41 .37 must be filed within two months of the date of 

filing the Notice of Appeal (37 CFR 41 .37(a)), or any extension thereof (37 CFR 41 .37(e)), to avoid dismissal of the appeal. Since 
a Notice of Appeal has been filed, any reply must be filed within the time period set forth in 37 CFR 41 .37(a). 
AMENDMENTS 

3. □ The proposed amendment(s) filed after a final rejection, but prior to the date of filing a brief, will not be entered because 

(a) D They raise new issues that would require further consideration and/or search (see NOTE below); 

(b) D They raise the issue of new matter (see NOTE below); 

(c) □ They are not deemed to place the application in better form for appeal by materially reducing or simplifying the issues for 

appeal; and/or 

(d) D They present additional claims without canceling a corresponding number of finally rejected claims. 

NOTE: . (See 37 CFR 1.116 and 41.33(a)). 

4. □ The amendments are not in compliance with 37 CFR 1.121. See attached Notice of Non-Compliant Amendment (PTOL-324). 

5. ^ Applicant's reply has overcome the following rejection(s): See Continuation Sheet . 

6. □ Newly proposed or amended claim(s) would be allowable if submitted in a separate, timely filed amendment canceling the 

non-allowable claim(s). 

7. S For purposes of appeal, the proposed amendment(s): a) □ will not be entered, or b) S will be entered and an explanation of 

how the new or amended claims would be rejected is provided below or appended. 
The status of the claim(s) is (or will be) as follows: 

Claim(s) allowed: . 

Claim(s) objected to: . 

Claim(s) rejected: 31-50 . 

Claim(s) withdrawn from consideration: . 

AFFIDAVIT OR OTHER EVIDENCE 

8. □ The affidavit or other evidence filed after a final action, but before or on the date of filing a Notice of Appeal will not be entered 

because applicant failed to provide a showing of good and sufficient reasons why the affidavit or other evidence is necessary and 
was not earlier presented. See 37 CFR 1 .1 16(e). 

9. □ The affidavit or other evidence filed after the date of filing a Notice of Appeal, but prior to the date of filing a brief, will not be 

entered because the affidavit or other evidence failed to overcome ah rejections under appeal and/or appellant fails to provide a 
showing a good and sufficient reasons why it is necessary and was not earlier presented. See 37 CFR 41 .33(d)(1 ). 

10. □ The affidavit or other evidence is entered. An explanation of the status of the claims after entry is below or attached. 
REQUEST FOR RECONSIDERATION/OTHER 

1 1 . □ The request for reconsideration has been considered but does NOT place the application in condition for allowance because: 

12. E3 Note the attached Information Disclosure Statement(s). (PTO/SB/08 or PTO-1449) Paper No(s). 03012006 

13. M Other: See Continuation Sheet . 
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Continuation of 5. Applicant's reply has overcome the following rejection(s): 1 12 2nd paragraph rejection of claims 32 and 42 for use of 
the term "apparent solubility" is withdrawn. 



Continuation of 13. Other: Applicant is reminded that page 13 of the specification is still missing. Regarding applicants assertion that the Loftsson 
reference would not apply because it teaches "prednisolone", not "prednisolone acetate", A generic chemical formula will anticipate a claimed species 
covered by the formula when the species can be "at once envisaged" from the formula. When the compound is not specifically named, but instead it is 
necessary to select portions of teachings within a reference and combine them, e.g., select various substituents from a list of alternatives given for 
placement at specific sites on a generic chemical formula to arrive at a specific composition, anticipation can only be found if the classes of substituents 
are sufficiently limited or well delineated. Ex parte A, 17 USPQ2d 1716 (Bd. Pat. App. & Inter. 1990). If one of ordinary skill in the art is able to "at 
once envisage" the specific compound within the generic chemical formula, the compound is anticipated. One of ordinary skill in the art must be able to 
draw the structural formula or write the name of each of the compounds included in the generic formula before any of the compounds can be "at once 
envisaged." One may look to the preferred embodiments to determine which compounds can be anticipated. In re Petering, 301 F.2d 676, 133 USPQ 275 
(CCPA 1962). In In re Petering, the prior art disclosed a generic chemical formula "wherein X, Y, Z, P, and R'- represent either hydrogen or alkyl 
radicals, R a side chain containing an OH group." The court held that this formula, without more, could not anticipate a claim to 7- methyl-9-[d, 1- 
ribitylj-isoalloxazine because the generic formula encompassed a vast number and perhaps even an infinite number of compounds. However, the 
reference also disclosed preferred substituents for X, Y, Z, R, and R 1 as follows: where X, P, and R' are hydrogen, where Y and Z may be hydrogen or 
methyl, and where R is one of eight specific isoalloxazines. The court determined that this more limited generic class consisted of about 20 compounds. 
The limited number of compounds covered by the preferred formula in combination with the fact that the number of substituents was low at each site, the 
ring positions were limited, and there was a large unchanging structural nucleus, resulted in a finding that the reference sufficiently described "each of 
the various permutations here involved as fully as if he had drawn each structural formula or had written each name." The claimed compound was 1 of 
these 20 compounds. Therefore, the reference "described" the claimed compound and the reference anticipated the claims. In In re Schauman, 572 F.2d 
312, 197 USPQ 5 (CCPA 1978), claims to a specific compound were anticipated because the prior art taught a generic formula embracing a limited 
number of compounds closely related to each other in structure and the properties possessed by the compound class of the prior art was that disclosed for 
the claimed compound. The broad generic formula seemed to describe an infinite number of compounds but claim 1 was limited to a structure with only 
one variable substituent R. This substituent was limited to low alkyl radicals. One of ordinary skill in the art would at once envisage the subject matter 
within claim 1 of the reference.). Compare In re Meyer, 599 F.2d 1 026, 202 USPQ 1 75 (CCPA 1 979) (A reference disclosing "alkaline chlorine or 
bromine solution" embraces a large number of species and cannot be said to anticipate claims to "alkali metal hypochlorite."); Akzo N.V. v. International 
Trade Comm 'n, 808 F.2d 1 47 1 , 1 USPQ2d 1 24 1 (Fed. Cir. 1 986) (Claims to a process for making aramid fibers using a 98% solution of sulfuric acid 
were not anticipated by a reference which disclosed using sulfuric acid solution but which did not disclose using a 98% concentrated sulfuric acid 
solution.). See MPEP §2144.08 for a discussion of obviousness in genus-species situations. In this case, Loftsson teaches prednisolone combined with a 
cyclodextrin for application to the eye. Since there are several prednisolone ophthalmic formulations already on the market as prednisolone acetate, one 
would "immediately envision" prednisolone acetate with the recitation of prednisolone in an ophthalmic formulation as recited by Loftsson. Further, 

The claim language comprising leaves the claim open for the inclusion of unspecified ingredients, even in major 
amounts . 




2 



